ABTOHOMHASI HEKOMMEPYECKAA OPTAHU3ALIMA 1ONO/JTHUTE/IBHOTO
MMPOPECCHMOHA/IBHOIO OBPA3OBAHUA "ME}KPEI‘I/IOHAJII;HBIFI LHEHTP
IPO®ECCUOHA/IbHOM IOCJEBY30BCKOM ITOATOTOBKHU Y ITOBBIIIEHUA KBAJTHPUKALIAN
CHEIIMAJIUCTOB "PA3BUTHE"
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NOIIOJTHATEJBHASI MIPO®ECCHUOHAJIBHAS IIPOI'PAMMA
MOBBIIIEHNUS KBAJIMOUKAIIAN
CIIEIMAIICTOB CO CPEHUM (apMaleBTHIeCKIM 00pa30oBaHUEeM

II0 CIIeIIaIBHOCTH
«DAPMALIUS»

Ha TeMy

HA TeMy

«HOPMATHUBHO-IIPABOBOE PET'YJIMPOBAHUE
®APMAILEBTHUECKOU JESTEJIBHOCTHN»

(CPOK OBYYEHMS 36 AKATIEMHAYECKHUX YACOB)

PocrtoB-Ha-/lony
2021



OCHOBHBIME KOMIIOHEHTaMH JOMIOTHATEIBHOM TPoGheCcCHOHAIBHON TPOTPaMMEI
MOBHIIEHHS KBanH(bUKAIlKM CIENMANTHCTOB CO CPEJHHM (DapMareBTHYCCKUM
obpasopanmeM ((hapManeBToB) IO cClHemHanbHOCTH —«DapMmamus» Ha  TeMy
«HopmaTHBHO-NpaBOBOe peryinpoBaHHe (apManeBTHYECKOH NesATeJIbHOCTH
SIBISTIOTCS: L[eNb IPOrPaMMBEl, IIAHAPYEMBIEe Pe3yIIbTaTl 00yueHws; y4eOHblid IIaH;
TpeGOoBaHKsA K UTOTOBOM aTTecTalliy 00ydaroluXcs; OLCHOIHbIE MaTEPHAIIbl U HHBIE
KOMITOHEHTBHI.

JlomonuuTebHas TIPodecCHOHaNbHAs IPOrpaMMa TIOBBIIEHHMS KBaNHQUKaIlK
CTIEIMAVICTOB CO CPEIHMM (apMalleBTHYeCKHM o6pasoBanneM ((apMmaieBroB) IO
crienansHOCTH «®apmanus» Ha TeMy «HopMaTHBHO-pPaBoBOe peryJlnpoBaHHe
dapManeBTHYECKOH [JesTeIbHOCTH» O00peHa Ha 3acelaHuH IeNarori94ecKoro
COBeTa.

[TpoToxomn Ne S ot «”» &’ 2021r.

- —

[Ipencenarens neJarorudecKoro COBETa C.A. TlapdeiinnkoB




2. JUCT COINTACOBAHUM:I

TOTIONHUTETEHOM TPodeCcCHOHATBHON MPOrPaMMB! IOBBIIIEHHS KBAIH(QUKAIMA
CIIEI[MANIIICTOB CO CPEHMM (hapMareBTHIecKuM 06pa3oBaHueM ((hapMaleBTOB) 110
crienuansuoctd «apmanusay Ha TeMy « HopmaTHBHO-IpaBoBo€ peryJiupoBaHue

dapmaneBTHYeCKOH eI TEIbHOCTI
CpOK 0cBOeHUs 36 akaJeMUIECKUX YacoB

COITACOBAHO

Hpencez[aTenb HeJarorudcCKoro CoBCTa

M C.A. INapdeitnukos

« %) 124 2007/ r.

Jupextop AHO ATTIO ML «PASBUTHE»
B I. PocToBe-Ha-/{oHy

y’%[ﬁz CAA. bopitakoBa

« //"/» cf 20%/1“.




4, O0mue MOJI0KEeHHS

4.1. Ieapo JIOTONTHATENEHON NpOdECCHOHANBHOM IPOrpaMMBI TOBBINEHAS KBATH(HUKAIINA

CIIEITUAIACTOB CO CpeIHuM (hapmaneBTruecKuM o0pa3oBaHueM (($apMaleBTOB) 110 CIENHATLHOCTH

«@apmanusa»y Ha Temy «HopMmaTHBHO-IpaBoBOe peryiupoBanue (apManeBTHIECKOMH

AeATCIbHOCTH» CO CPOKOM OCBOCHHS 36 akaJeMUYECKHUX 9aca 3aKJII04aeTCs B COBEPIICHCTBOBAHUH

3HaHMU W YMEHHUH B paMKax HMeromelics KBaJTd(QHKaIHH.

Pa6ouas mporpamMMa pa3paboTaHa B COOTBETCTBHH C:

4.2.

v' Tlpuxaz Mumnsapascoupassutast PO or 16.04.2008 N 176m (pen. or 30.03.2010) O

Homenxmarype  CIENUManbHOCTEH  CIENMATMCTOB CO  CPEOHAM  MEIUIMHCKUM H
(apmanesTHyeckuM oOpaszoBaHueM B cdepe 3apaBooxpaHeHus Poccutickoi Derepann.
[TpukazoM MUHHWCTEPCTBA 3APABOOXPAHECHMS H COIHMANBHOIO pasBUTHS Poccuitckoit
denepamuu ot 23 mong 2010 r. N 541 "O6 yteepxneHny EAMHOTO KBaTH()HKAIMOHHOTO
COPaBOYHHKA HO/DKHOCTEH pyKOBOAWTENEH, CIENHAIMCTOB W  CIYyXKalluX, pasiel
"KBamUKAIHOHHLIE  XApakTEPUCTUKH  HODKHOCTeH  paboTHHKOB B cdepe
3paBooXpaHenna” (3aperucTprpoBaH MuHucTepeTBOM focTHIMH Poccutickont Denepanuu
25 aprycra 2010 r., peructpanuonssii N 18247).

ITpuxazom MurucTepcTBa 06pasoBanus U Hayku PO or 12 masx 2014 . N 501

"O6 yTBepXKIeHHH (eaepanbHOro rocyJapcTBEHHOT0 06pa3oBaTeibHOr0 CTaH[apTa CPEAHETO
npodeccHoHanpHOro 06pasoBanus 1o crenuanbHocTd 33.02.01 Gapmarnus”

ITpoexr Ilpmkasa MumwcTepcTBa Tpyha W coumanbHO# 3amutel PO "O6 yrBepxueHUH
npodeccuonamsHoro cranjapra '®apmanest”’ (moxrotoBreH Muntpynom Poccmu

12.03.2020)

IprxasoM Muno6pHayku Poccrn ot 01.07 .2013 Ne 499 (pen. ot 15.11.2013) «O6 yBepxaermy o-
pAZiKa OpraHM3aLMK W OCYIIeCTBIEHHS 00pa3oBaTe/IbHON AESTEIBHOCTH M0 JOTIONHHUTEBHBIM MPO-
(heCccHOHANBHBIM IIPOrpaMMam»;

IMTucsmMom MunoGpHayku Poccuu ot 22 .04.2015 Ne BK-1032/06 «O HarmpaBjieHHH METOIHHYECKHX pe-
KOMEHIAIHi) BMecTe ¢ «MeToTNIeCKUMH PEKOMEHIALMSIMA-Pa3bICHEHHAMH II0 pa3paboTke JOmoj-
HUTEJIBHBIX TPOPECCHOHAIBHEIX TIPOrpaMM Ha OCHOBE NPO(eCCHOHANBHBIX CTaHAAPTOBY.

3amadeil OIOIHUTETBHOM MPOdecCHOHANBHOM IPOrpaMMbl MOBBINEHHS KBaTH(QUKaIyy
CIIELHAHCTOB CO CpefdHHMM (apMareBTuyeckuM obpasoBanreM ((apmareBToB) IO
crermanbHOcTH  «Dapmanusay Ha TeMy «HopmMaTHBHO-IpaBoBOe pery/IHMpoBaHHe
dapManeBTHIECKOH JeATEJbHOCTHD ABJIETCS  OBIlafileHWe OO0ydYaroIUMHUCS
COBPEMEHHBIMH 3HAHHSIMH W Pa3sBATHE YMEHHH B 001acTH HOPMAaTHBHOTO PEryTHPOBAHUS
bapmareBTHIecKoi NesTeIbHOCTH.

4.3. TpeGoBaHHA HOPMATHBHO-IIPABOBEIX aKTOB, PETYIHPYIOIHX (GapMareBTHICCKyIo

NeATENLHOCTE B PO,

4.4, YMenust:
o OpraHu30BEIBATE M 00ECIEUHBATH JOKyMEHTOO60pOT (HapManeBTHYeCKod OpraHW3alluy,
BKJIFOUAas MIOOBIE BUIBI OTYETHOCTH, B COOTBETCTBHH C 3aKOHOAATEILHEIMH W HOPMATHBHO-

IIpaBOBEIMY aKTaMH.



4.5. HaBpIkn:
- Buenpenue cTaHAApTOB Ka4eCTBa ACATENHFHOCTH (hapMaleBTHYECKON OpraHU3alliH;
4.6. Tpebosanua k kBasmpuxanuu. CpenHee npodeccHOHATBHOE 0Opa3’0OBaHUE II0
crienuanbHOCTH "@apManusa” ¥ cepTUGUKAT CHEHaInCcTa 110 crenuaibHocTH "Dapmanus”

6e3 mperbABIeHAS TpeOOBaHUH K CTaXXy pabOTEL

TpymoeMKOCTh OCBOCHHS - 36 akageMudecKux 4acoB (1 Hexens)
OCHOBHBIMH KOMITOHEHTaMH I [porpaMMBI ABILAIOTCS:
- o0IIMEe TOIOXKEHHS;
- TUIAHUPYEMBIE Pe3yJIbTaThl 00ydeHHs;
- yueOHBI II71aH;
- KaJleHAapHbIH yueOHbIH Tpaduk;
- paboure IporpaMMsl yueGHbIX Moayiel: "CrenuaibHble TUCITUIIIAHEL"
- (hopMBI aTTECTallNN;

- OIICHOYHBIE MaTepraisl <1>,

<1> Iynxt 9 mprkasa MunmcTepcTBa 06pasoBanus U Hayku Poccuiickoit deneparu ot 01 wrons 2013 . N 499
"ITopAA0K OPTaHA3AIMK | OCYIIECTBICH S 00Pa30oBaTeIbHOM IeATEIFHOCTH HO NOMONHATENBHBIM MPO(ECCHOHANBHBIM
rporpaMMaM”, (3aperuCTpUpOBaH MMHHCTEPCTBOM IocTHimMy Poccuiickoii ®enepammm ot 20 asrycra 2013 r,
peructpanoHEEit N 29444) ¢ n3MeHeHHAMHY, BHECSHHBIMHE PHKa3oM MunncTepcTsa 06pasosanus 1 Hayku Poccuiickoi
Qenepaimn oT 15 HOA6ps 2013 . N 1244 (3apeructpupoBad MI/IHHCTep(‘ZTBOM roctamn Pocemifckoit @epepanun 14

suBaps 2014 r, peructpannorHeit N 31014).

4.7. Copmepxanme IIporpaMMBI ITOCTPOEHO B COOTBETCTBHM C MOMIYJIBHBIM I[PHHIIHIIOM,
CTPYKTYDHBIMHA €IHHAIAMH MOMyJeHl sBIAIOTCS pasgensl. Kaxmbii pasgen IUCIUIUIMHBL
HOZpas/ieAeTCs Ha TEMBI, KaXIasd TeMa - Ha SJIEMEHTHI, KaXIBIH 57eMeHT - Ha MOAdNeMeHTEI. Iy
yno6eTBa MMosb30Banus [IporpaMMmolf B yueOHOM IpOIECCe Kaxkaas ero CTPYyKTypHas eAMHHIA
xonupyeTcs. Ha mepBoM MecTe CTaBHTCS KO paszielia AUCIUILIKHEL (HanpuMep, 1), Ha BTOPOM - KOA
TeMbl (Hanpumep, 1.1), mamee - xom »iaeMmeHTa (Hampumep, 1.1.1), 3areM - KOA TOXIEMEHTa
(mampumep, 1.1.1.1). KommpoBka BHOCHT OIpENENEHHBIA MOPSIOK B IEPEYeHbL BOIPOCOB,
comepxamuxcss B IIporpamMme, 9ro, B CBOIO OYEpelb, IMO3BOJSIET KOIUPOBAaTH KOHTPOJIBHO-
M3MEpUTENBHEIE (TECTOBBIE) MATEPHANBI B YUeOHO-METOINIeCcKoM KoMItekee (nanee - YMK).

4.8. VueOHBIM IUtaH OIpeleNseT COCTaB M3y4aeMBIX JUCHHIUIAH C YKa3aHHeM HX
TPYHOEMKOCTH, 00BEMa, MOCIEOBATENGHOCTH ¥ CPOKOB M3yYeHHs, yCTaHABNMBAET (HOPMBI
OpraHm3alKH y4eOHOro Mpolecca X UX COOTHOWEHHE (JIEKIIHH, 00y Jaromui CHMYLIIIMOHEEIN KyPC,
CeMHHApCKHe H MPaKTHUeCKHe 3aHATHS, TPEMEHEHHE TUCTaHIMOHHOr0 00y YeHNS), KOHKPSTU3HPYeT
GOpMEI KOHTpOJS 3HaHHH H yMeHu# oOydaromuxcs. llnaHupyeMble pe3yJbTaThl oOydeHus

HaIpaBJIeHEl Ha (OopMUpOBaHue TPOGhecCHOHANBHEIX KOMIIETEHIMA. B INIaHUPyeMBIX pe3yJIbTarax



OTpakaeTcs IIPEEMCTBEHHOCTH C MpodeCCHOHANBHBIME CTaHIapTaMH H KBaIH(HKAHOHHOH
XapaKTEPHCTHKON MOMKHOCTH JUpeKTopa (3aBEHyIOINEro, HadalbHMKA) alTedHOM OpraHu3alluH,
3aMECTHTEN OupekTopa (3aBeAyrOINero, HadallbHUKA) AaNTedHOM OpraHU3allMd, 3aBeIyroInero

(HayanbHHKA) CTPYKTYPHOTO IoApa3eaeHus (0TeNa) alTedHoH opranusanuy <2>,

<>

Ipuxas Munsnpasconpassutas Poccrmn ot 23 moms 2010r N 541m "O6 yTeepxmenund EpuHoro
KBUIH(UKAIAOHHOTO  CIPaBOYHHKA  [OJDKHOCTEH  DyKOBOJXHMTENEH, CHEHMANHCTOBR W  CIYKAIllMX, pasjen
"KpanuhuKalMOHHEIE XaPaKTEPHUCTHKH HODKHOCTeH paboTHHKOB B cepe 3ApaBoOXpaHeHus"

4.8. B Ilporpamme comepxarcst TpeOoBaHWs K arrecTanuu ofydarommuxcs. Mrtorosas
aTTecTallfsd OCYINECTBIIACTCS IIOCPEICTBOM IIPOBENCHHS HTOIOBOIO TECTHPOBAHMS ¥ BBIABIISCT
TEOPETUYECKYI0O M IPAKTHICCKYIO IOATOTOBKY OOydaromerocs B COOTBETCTBHM C LCISIMH U
comepxanueM [IporpaMme!.

4.9. OpraHu3anuoOHHO-TIEJATOTHYECKUE YCIOBUS peanusanuy IIporpaMMEBl  BKIIIOYArOT
yueOHO-MeToMIeckoe obecredeHre ydeOHOTO IIpoIecca OCBOEHHA MOIYJIEH CICIHaTbHOCTH
(TeMaTHKa JEKIIHOHHBIX, CEMAHAPCKAX Y IPAKTUYECKHUX 3aHATHH).

4.10. XapakrepucTuKa 1podecCHOHATBLHOMN NeATeTbHOCTH 00y 1aroMMXCs:

- ofmacts mnpodeccHoHANBHON HAeATENbHOCTH! (DapMaleBTHUECKHE OpPraHHu3alldH,
YUPEXKIEHHsT 3IPABOOXPAHCHUS] ITI0 H3TOTOBICHHMIO JIEKAPCTBEHHBIX MPEIaparoB, OTIIYCKY
JIEKAPCTBEHHBIX CPEJICTB, TOBAPOB allTEYHOTO aCCOPTUMEHTA; CTPYKTYDPHBIE IIOAPA3CTICHUS allTeKH
W anTeuHble OPTaHHU3aIlNH [IPH OTCYTCTBUH CHEHANCTA C BEICIIAM 00pa3oOBaHHEM.

- OCHOBHAs IeJb BHAA TNPO(ECCHOHANLHON [JesTeNbHOCTH?:  YIOBICTBOPEHHE
roTpebHOCTeH rpakial B 6e30IacHbIX, 3P (QEKTHBHEIX B Ka9eCTBEHHBIX JICKAPCTBEHHBIX IIperaparax
¥ OPYTHX TOBapax alTeYHOIO aCCOPTHMEHTA.

- 00600mendbie TpyaoBbie ¢yHKuuu: OnToBas TOPIOBIA JIEKAPCTBEHHBIMH CPCICTBAMH,
PO3HHMYHAS TOPTOBIA K OTIIYCK JI€KapCTBEHHBIX IIPENAaparoB.

- TpyaoBble GYyHKIHH:

A/03.5 Po3nmyHas TOProBIS M OTIYCK JIEKAPCTBEHHELIX IIPENaparoB W APYTUX TOBAapOB
anrreunoro accoprumenta 1IK-1.2, ITIK-1.3, IIK-1.4

A/04.5 OhopmieHre JOKYMEHTAIHH 10 YYETy peali3aliy JIeKapCTBEHHbIX penaparos [1K-

1.8

L Ipwkas MunucTepesa odpasosaHist H Haykn PO ot 12 mas 2014 ©. N 501
“O6 YTBEPHICHUN (IEAEPAIBHON0 MOCYIAPCTEEHHOTO OOPA30BATENBHOTO CTAHAAPTA CPENHETD NPOdecCHOHANBHOTO 00pa30oBaHns 110 CEUHANLHOCTH
33.02.01 dapmams”

TTpoext [Mprkaza MHHKUCTEPCTBa TPYAA U COLMANbHOM 3amuTe PO "O6 yTBepKaeHH: NPOGECCHOHANBHOTO CTAHAAPT "(MapmanesT" (MOArOTOBJIEH

Muntpynom Poceru 12.03.2020)



A/05.5 OnroBas TOProBjis JIEKAPCTBEHHBIMHU CPEICTBAMHU W JPYTHMHU TOBapaMH AIITEIHOTO

accoprumenTa [1K-1.2, ITK-4.5
A/06.5 TTpreMouHEL! KOHTPOIE B hapmarieBTrdeckoit opranmsanyy [1K-4.4, [TK-4.3, TIK-4.2

A/07.5 XpaHenue JTEeKapCTBEHHBIX CPEACTB U JPYI'HX TOBapOB allTEIHOr0 aCCOPTUMEHTA B
dapmanepTryeckux oprammanuix [MK-1.1,
- BHJ/I IIPOrPaMMBI: IPaKTHKOOPHEHTHPOBAHHAS.

4.7. KoutuaredT o0yvyaromuxcs:

- 110 OCHOBHOM crenuaiasHocTH: GapManms
5. IINTAHUPYEMBIE PE3YJIBTATHI OBYYEHUS

[l aHupyeMBle Pe3ybTaTEl OOyUEeHMs HAIpPaBIICHb! Ha (GOpMUpOBAHHE IPOHeCCHOHAIBHEIX
KOMIIETEHIH. B IIaHUpyeMBIX pe3yNETaTax OTPakacTes MPEeeMCTBEHHOCTE ¢ MPO(eCCHOHATBHEIM
CTAHIAPTOM H KBATH()HMKAIHOHHON XapakTepHCTHKOH JOIKHOCTH JHPEKTOpa (3aBEIyIOIIEro,
HAYANBHAKA) aNTeYHOM OpTAaHM3aIlMH, 3aMECTUTENs [UPEeKTopa (3aBelyOIero, HadalbHHKa)
anTEeUHON OpPIraHW3alluH, 3aBEMYIOIEro (Ha4albHHKa) CTPYKTYPHOTO IIOAPa3ICIICHUS (oTnena)
anTe4YHo¥ OpraHu3anuy, Gapmaresra.

XapaKkTepucTHKA KOMIeTeHIHH (apmMaineBTa, OIeKAIUX COBEPIIEeHCTBOBAHUIO

5.1. IIpodeccnonannuble KomMeTeHnHH (nanee - IK):
- Peanuzayus nexapcmeernblx cpedCcme U moeapos anmeyHo20 acCopmumenma.

I1K 1.1. Opranu3oBbIBaTh IPHEM, XPAHEHHE JICKAPCTBEHHBIX CPEACTB, TEKAPCTBEHHOTO PaCTHTEIb-
HOTO CBHIPS H TOBAPOB ANTEYHOr0 ACCOPTHMEHTa B COOTBETCTBHH C TpeOOBaHUIMHE HOpMa-
THBHO-IIPABOBOH 0a3kbl.

1K 1.2. OTIrycKath JIeKapcTBEHHEIE CPEACTBA HACETIEHUIO, B TOM YHCIIE [0 JIbIrOTHEIM PELienTaM !
110 TpeOOBaHUIM YIPEKACHUH 3APaBOOXPAHCHHUS.

T1K 1.3. IIpoaaBats H3ETHI MEIUIMHCKOTO HAa3HAYEHHS H IPYTHE TOBAPEI aIlTEIHOTO aCCOPTH
MEHTa.

1K 1.4. YyactBoBaTh B 0()OpMIICHHH TOPTOBOIO 3aJa.

TIK 1.8. OopmiaATh AOKYMEHTEI IEPBAIHOTO yUeTa.

- OpeaHwaquHHo-ynpaeﬂquecm}z OesimeslbHOCID.!

1K 4.2. OcymecTBIsSTh pyKOBOJICTBO, KOHTPOJIb U aHATHN3 JESTEIbHOCTH alITeIHBIX OpraHu3alyi B
CENIbCKOI MECTHOCTH.

[1K 4.3. TIpoBOMWTH MapKETHHIOBBIE HCCIIENOBAHUS CIIPOCa U IPOTHO3UPOBATH IPOAAXH TOBAPOB
AIITEYHOr0 aCCOPTUMEHTA.

ITK 4.4. OcymecTBISITh KOMMEPUYECKYIO ACSITEIHHOCTD.

[1K 4.5. V4acTBOBAaThH B MPOABMIKEHUH TOBAPOB alITEYHOT0 aCCOPTUMEHTA Ha (hapManeBTHIECKOM

pBIHKE.
5.2.06beM nporpaMmebl: 36 akaJIeMHISCKHX JacoB.

5.3, ®opma 00y9IeHHs, PEKUM H IPONOLKHTEIbHOCTD 3aHATHI



I'paduk ofydenus| Axal. 4acos Haeit OO0mas mpoxoKHTEILHOCTE

B IeHb B HEIEJI0 NporpamMmsl, MeCsILIEB
Dopma 00y4eHus (aHel, Henesb)
3aoanas 6 6 1 genens, 6 muel

(c ucnons3osarveM J1OT)

TIO ofydeHue peanusyercs Ha AUCTaHnMoHHOH momanke AHO JIIIO ML «Pa3Butue». B
CHCTEMy BHECEHbl KOHTPOILHO-M3MEPHTENbHBIE MarepHasel, 4 TaKke MarepHalbl —IUIA
CaMOCTOSITENIGHOK pabOTEI: METOAWYEeCKHEe pa3paboTKH LEHTPa, KIMHHYECKHE DPCKOMCHIAMH.
JIeKIMH ¥ 9aCTh CEMHHAPOB PE/CTABNEHEI B BUAE 3alKcel i npe3eHTanu. Texymmee TeCTHPOBaHue

IIPOBOOUTCA B CHCTEMC.

I[OCTYH Ha IIOPTaJ OCYIECTBILIETCA IIDH HaJIM4YWAU JIOTHHA U IAapOJd OT JIHYHOI'O Ka6I/IHeTa,

KOTOpBIﬁ BBIJAETCA CIYIIATeJIIO IIOCKIC U3ManMs IIpHKasa O 3a49HMCIICHUH Ha NUKIL

6. VYEBHBIN IJIAH
paciipenejieHAs y9eOHbIX Moay et
JIOIIOTHUTEIBHOM TTpo(eCCHOHANBEHON MPOTPaMMBbI TOBBIIICHHUS KBaTH(UKALNY CIEIHAIHCTOR
co cpenHuM (hapMarieBTHIeCcKuM 00pa3oBaHineM (hapmarieBTOB) IO CIELHUAIBHOCTH
«®apmanusny Ha TeMy «HopMaTHBHO-TIPaBOBOE PEryIHPOBAHUEC (bapManeBTHIECKON
IEATETLHOCTHY
(cpox 0CBOEHHs 36 aKaJeMHIECKHX JacoB)

HaumeHoBaHHe pa3/iesios MoxyJe Beero B Tom uucne U3 nux
4acoB
JIEKIHA 3 c3 10
Kon
Pa6ogas nporpamma yaeGHOro Momyns « CneluaibHbIe JUCIHILTHHED)
RaKkoHO#aTenbcTBO B cdepe  obpamenus, 6 2 4 6

IEKAPCTBEHHBIX ~ CPEACTB W MCOHMIIMHCKHX|
H3mesTuil, OCHOBHEIE MOHSTHS, KIacCU(UKarms,
[paBOBOH cTaTyc (bapManeBTHIECKOTO
paboTHuKa U HapMaLIEBTHIECKON OpraHu3aluy

5 JluriensnpoBanye dbapmanesTHueckold] 6 2 4 6
eAaTeTbHOCTH
[TpaBoBble OCHOBBI M3TOTOBJIEHHS, XPaHCHHUI, 6 2 4 6

[EepEBO3KH, PEKIAMBl, OTIyCKa, peajTH3al|y,
3 lyHPUTOXEHHS JIEKaPCTBEHHBIX CPEJICTB

[IpaBoBble ~OCHOBBI ~ XPaHEHWsA, peKiamsll 6 2 4 6
4 OTITyCKa, peanu3aluH, YHUUITOXKEHHS]

MEIHITHHCKAX H3ICTHI

TIpaBoBbIE OCHOBEI OOPAIEHNs HAPKOTHYSCKHX 5 1 4 5

1 [ICHXOTPOITHBIX JICKAPCTBCHHBIX CpeliICTB




A IMHHHCTpaTHBHAs u yroiosHasy 5 1 4 5
OTBETCTBEHHOCTH B  cdepe  obpameHus|

6 JIEKAPCTBEHHBIX CPEJCTB M MEIMIMHCKHX
3aeui
2 2
liToroeas arrecTaius
36 10 24 36
Bceero
I13 - mpakTHaeckue 3aHATHA, C3 - CEMHHAPCKHE 3aHATHS.
OCK - o6y4aromuii CHMYJIAHHMOHHBIN Kypc.
IO — nucrannuonHOe ofydeHue.
ITIK - mpoMexyTO4HBIH KOHTPOJL.
TK - Tekymuii KOHTPOJIb.
7. Kanennapueiii yae0HbIH rpaduk
YaeOHbIE MOTYIH 1 Hemesst (dachl)
CrenpaabHble IACIUILIHHEI 34
WTorosast arTecTalys 2
8. PaGoune mporpaMmbI Y4eOHBIX MOTy I
PaGogast nporpamma y41e0HOI0 MOXyJIA
«CnenuaJjbHbIe IHCHUILIHHBD)
Kon HaumenoBanns TeM, JJICMEHTOB
1.1 3aKOHOAATENBCTBO B chepe 0OparleHHs TeKapCTBEHHBIX CPENICTB U MEIIMIIMHCKHX
W3Miesuit, OCHOBHBIE TTOHATHSA, KiaccH(UKaLis, IPaBoOBOil cTaTyc (apManeBTHYECKOTrO
paboTHHKA H (apMalleBTHHeCKOH OpraHn3alHu
1.2 UTuensupoBanue hapMaleBTHYECKOH A€ATeIbHOCTH
1.3 TIpaBOBbIE OCHOBBI H3IOTOBIIGHHMS, XPAHEHH, TIEPEBO3KH, PEKJIaMBbl, OTITYCKa,
peasi3al|K, YHHYTOXKEHHUS JIEKApCTBEHHBIX CPENICTB
1.4 [IpaBoBEIe OCHOBBI XPAaHEHHUS, PEKJIAMBI, OTITyCKa, peain3alliy, yHHYTOXKEHAS
MEIHLITHCKHX W3NeIHH
1.5 [TpaBoBble OCHOBBI OOpAIIeH s HAPKOTHYECKUX U TICHXOTPOMHBIX JIEKAPCTBEHHBIX
CpencTB
1.6 AIMMHWCTpaTHBHAs ¥ YTOJOBHAs OTBETCTBEHHOCTH B cdepe obpareHus
eKapcTBEHHBIX CPEICTB M METUIIMHCKUX W3MeIHH
9. Opraan3anHoOHHO-NeJArOrHIecKHe yCJI0BUS
TemaTnKa JEKIAOHHBIX 3aHATHI
Ne Ne . Kosi-Bo yacos
pasiena AeKOuY Temb! JIeKOHH

3aKOHOAATENLCTBO B Chepe oOpalneHus JICKAPCTBEHHBIX CPEACTB W MEIHIMHCKHX
1 1 A3 IETIHH, OCHOBHBIE  IOHATHS, knaccupuKaIms, paBoOBOM  CTATy(| 2
(apManeBTHYecKoro paGoTHHKA i (apMaleBTHIeCKOH OpTrann3allii

2 2 JTuneHsuposanue GapManeBTHIecKoH NeATeNbHOCTH 2
[TpaBoBEIE OCHOBHI H3TOTOBJICHHS, XPAHEHNS, IEPEBO3KH, PEKITAMBL, OTIYyCKa,

3 peaH3alny, YHHITOXKESHHS JIEKapCTRBEHHBIX CPEICTB 2

4 [TpaBoBblE OCHOBBI XPaHEHNM, PEKIIaMBI, OTITyCKa, PeaJIN3allHy, YHUHTOKEHIL 5

4 MEIULIMHCKHX H3IeTUH




5 [TpaBoBEIE OCHOBBI OOPAIIEHHs HAPKOTUIECKAX 1 IICHXOTPONHEIX JIEKAPCTBEHHBIX
3 CPEACTB 1
6 P AIMHEWCTpAaTHBHAS W yTOJIOBHAas OTBETCTBEHHOCTh B cepe 0OpamieHHs] :
HeKapCTBEHHLIX CpeICTB U MEOHUIIMHCKUX I/ISILGJ'II/Iﬁ
HToro 10
TemaTnKa NPAKTHIECKHAX 3aHATHI
®opMmsl
Ne TEKYLIero
Ne N Kos1-B0 | konrposs
pasgena | o TeMbl NpPaKTHYECKHX 3aHATHH
3 9acoB
3aKOHOIATENBCTBO B cthepe oOpalieHns JIeKapCTBEHHBIX CPEICTB U 4
MEIUIMHCKHX H3IEIHH, OCHOBHEIE TIOHATHS, KIIacCHbHKaLus,
1 IpaBoBO# cTaryc GapMaleBTHYEeCKOro paGoTHHKA U
(hapmarieBTHHECKOH OpraHu3alliy
P JIvnensuposanue GpapMareBTHIECKON NeATEbHOCTH 4
ITpaBoBbIE OCHOBBI M3TOTOBIICHHUA, XPAHEHHSI, IEPEBO3KH, PEKIIAME, 4
3 OTITyCKa, peajlu3aliy, YHIUTOKEHHU JISKAPCTBCHHBIX CPE/ICTB
1 3aueT
4 IIpaBoBBIE OCHOBBI XPAHEHH, PEKJIAMBI, OTITYCKa, pealn3alliy, 4
YHWYTOKEHHST MEAULIMHCKHX M3/eTHH
TIpaBoBEIE OCHOBBI OOpALLEHHMS HAPKOTHYECKHX U IICHXOTPOITHBIX 4
5 JIEKAPCTBEHHBIX CPELCTB
AIMMHMCTpaTHBHas ¥ YTOJIOBHAs OTBETCTBEHHOCTb B cepe 4
6 o6paIleHus JTeKAPCTBEHHBIX CPEICTB M MEIMIIMHCKIX M3IITHH
Hroro 24

10. ®opMBbI aTTECTALNH
10.1. Wrtoropas arrecramys Io Ilporpamme mpoBoguTcs B (GOpME HTOTOBOTO
TECTHPOBAHYS ¥ JOJDKHA BEIABIATE TEOPETHUECKYIO M IPAKTHIECKYIO IIOATOTOBKY tapmarienra,
B COOTBETCTBUHA C TPEOOBAHUAMH KBATH(QHMKAIMOHHBIX XapaKTEPUCTHK U IPOGECCHOHATBHBIX
CTaHIApPTOB.
10.2. OO6yd9arommiiicss JOIMycKaeTcss K WTOrOBOM aITecTalldy IMOCIC H3Y9YCHHA TCM B
06BeMe, TIPELYCMOTPEHHEBIM yUEOHBIM ILTAHOM.

10.3. O6yuaromuecsi, OCBOHBIINE IIPOrpamMMy H YCHEIIHO MPOMICAIIE HTOTOBOO




ATTECTAIN0, TIONYYaloT JOKYMEHT O JOINOJHHTEIBHOM HpO(heCCHOHANBHOM 00pa3sOBaHHH —
YIOCTOBEPEHHE O OBBIIICHNH KBATA(UKAIINH.
11. Oneno4unsie MaTepPHAJIbI
11.1. TemaTHKAa KOHTPOJILHBIX BOIIPOCOB:

- TIpusequTe TPAMEPH! 32aKOHOJATENBHBIX aKTOB, PETYIHPYIOIIHX chepy obpamenus
JIEKApCTBEHHBIX CPELICTB.

- JlaitTe ompee/eHAe TEPMUHY JIeKapCTBEHHEIE CPENICTBA, B 4EM OTIIHIHME MEKITY dap-
MAalleBTHYECKHUMH CyOCTAHIIHAMY B JIEKAPCTBEHHBIMH IIperapaTaMmi.

- Kakue BUIBI fedTenbHOCTH B chepe obpameHus JIEKapCTBEHHBIX CPEACTB IOMIEKAT
JUIICH3UPOBAHHIO.

- Kakne nTexapcTBEHHEBIE [PeHaparhl IOJJIEXKaT, a KaKhe He IOJIeXaT rocy1apCTBeH-
HOMU PEeruCTpaLyH.

- YTo MOHHMAETCS O XPaHEHHEM JIEKaPCTBEHHBIX IIPENaparToB UL MEAUIMHCKOTO
TPUMEHEHUS.

- OnpmyTe DOPSIOK AeHCTBHIl B OTHOIIEHHH QanbCHUIMPOBAHHOH, HenoOpoKaye-
CTBEHHOM W KOHTpadaKTHON PO KIIHH.

- Yro mOHMMAETCS MOA IIPEIMETHO-KOJIMYECTBCHHBIM YUYCTOM JIEKAPCTBEHHBIX
CpEeACTB.

- Kax JleKkapCTBEHHEIE CPEICTBA MOMIEKAT IIPEIMETHO-KOMIECTBEHHOMY y4eTy?

- C TOMOIIBIO KAaKUX YKyPHAJIOB OCYIIECTBILIETCA BEACHHE IIPeAMETHO-KOJTMIECTBEH-
HOT'O y4eTa JIEKaPCTBEHHBIX CPENICTB.

- B uem 3akirodaeTcs CHCTeMa MOHHTOPHHTA ABHKEHHS JICKapPCTBEHHBIX NIPEIIapaTon
VIS MEIUTIHHCKOTO IPAMEHEHHS.

- OmumuTe MOpsI0K HEQOPMHPOBAHKS YIOTHOMOYEHHOTO (eepalbHOTO Oprata ue-
HOJHATETLHOM BIACTH O TOOOYHEIX JIeHCTBHSX, HEXKENATENBHEIX PEaKIUAX, CePhE3HBIX HOXEeIa-
TEJTBHBIX PEaKIIHAX, HEIPEIBHICHHEIX HEKENaTeIbHbIX PEaKIIHAX [IPH IPUMEHCHIH JICKAPCTBCH-
HBIX [Ipenaparos, 00 WHANBAIYaILHON HEIICPEHOCUMOCTH, OTCYTCTBUH s pexTUBHOCTH JE€Kap-
CTBEHHBIX [IPETIAPATOB, a TaKXKe 00 HHBIX (aKTax u 00CTOATENBCTBAX, IPEACTABILIIOIEX YIPO3y
YKPI3HY HJTH 370POBBIO 4eJI0BeKa JIA00 JKHBOTHOTO IPH IPHMEHEHHH JIEKAPCTBCHHbIX IPEIIapaToB
¥ BBISBJICHHBIX Ha BCEX 3Tarax o0paIieHus JIEKapCTBEHHBIX IIPENapaToB.

- VKaXuTe OCHOBAHMS M MOPSAIOK IPHOCTAHOBJICHHUs IPAMCHEHHUA, 4 TAKXKE yHUTTO-
KEHMUSI JIEKAPCTBEHHBIX CPEJICTB, HaXOMAMHUXCs B OOpaIieHIH.

- VkaxHTe OrpaHWdYeHys], HajaraeMble Ha (papMaeBTHIeCcKuX pabOTHHKOB TIpH 00pa-

[IEHUH JICKapCTBCHHBIX CPECACTB K MCEIUIHHCKHUX H3H€HHﬁ.



- Onumure 0cOOEHHOCTH OCYIIECTBICHUS (hapMalleBTUIECKOH NEATENbHOCTH MEIHU-
IIUHCKAMH OpraHM3alMsaMHy, HMEIOIAMHE JIHIICH3UIO Ha (hapMaleBTHIECKYIO AeATENLHOCTD, ¥ HX
060Cco0IeHHBIME TIORpa3ieneHuIMu (aMOyIaTopusMu, (enbIIIEPCKAME M (QebIIIepeKo-aKy-
NIEPCKHUMHM IIyHKTaMH, NeHTpamu (OTheneHusMHu) obmel BpadeOHOH (ceMelHOH) IpaKTHKH),
PACIIONIOKEHHBIME B CETbCKHAX HACEIECHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIe Opra-
HHU3AIWH.

- YTo MOHUMAETCH TT0]T MEIUIIMHCKAM H3ACITHEM.

- Yro noHMMAaETCs IO TOCYAAPCTBEHHON perucTpanuell MeIUIIMHCKIX H3/EIIHH.

- VikakWTe OCHOBAHUSA ¥ IIOPSNOK YHHUTOXKEHHMS MENHIUHCKHX H3IEIHH, HaXOMd-
IUXCS B OOpaImeHn .

- IIpuBenuTe TIPUMEPHI 3aKOHOMATENIFHBIX K ITOA3AKOHHBIX AKTOB, PEryIHPYHONIHX
chepy obparmeHns HAPKOTHIECKHUX ¥ ICHXOTPOIHBIX JIEKAPCTBEHHEIX IPENapaToB.

- KpaTko oxapakTepusyiiTe 3Tarlbl, IIPELyCMOTPEHHBIE [ TIONTy9eHHs, IepeodopM-
JIEHUS], TPUOCTAHOBJIEHYS, IPEKPAIeHNs NeHCTBYS JIMLEH3HH U aHHYIUPOBAHHUS JIMIICH3HH Ha
thapMaleBTHIECKYIO eI TEIFHOCTb.

- VKaXHTe THIEH3NOHHEIE TPeOOBaHNS IIPHMEHUTEIBHO K IESTEIFHOCTH 110 000pOTy
HAapKOTHYECKHUX CPE/ICTB, ICHXOTPOIIHEIX BEIECTB M UX IPEKYPCOPOB, KYJIETHBHPOBAHHIO HAPKO-
COIEpIKAIHX PACTeHHM (B YacTH 0OpalneHus IeKapCTBEHHBIX CPEJICTB, HCIONb3yeMbIX B MEIH-
IIHHCKHAX TIEISIX).

- Kaxwe ycTanoBJIeHB TpeOOBaHASA K XPAaHEHHIO HAPKOTHYECKUX M IICHXOTPOIIHBIX JIe-
KapCTBEHHBIX CPEZICTB.

- Kakue ycTaHOBIIEHB TPeOOBaHUS K BEICHUIO M XPaHEHHUIO CIIENMAIBHBIX KYPHAIOB
PETUCTPAIIAH OTIEPaIlyii, CBI3aHHEIX ¢ 000POTOM HapKOTHYECKHX CPEJICTB U IICHXOTPOIIHBIX Be-
IIECTB.

- Kaxwe ycTaHOBJIEHEI TpeOOBaHUS K ITPEOCTABIEHAIO OTYETOB O IEATEILHOCTH, CBS-
3aHHOU ¢ 060POTOM HAPKOTHIECKUX CPEJICTB M IICUXOTPOIHBIX BEMIECTB.

- Iepeunciure OCHOBAHUS IJIs YHUYTOXKEHHS HAPKOTUYECKHX M IICHXOTPOITHBIX JIe-
KapCTBEHHBIX CPEJICTB.

- Mepb! aJMUHKHCTPATHBHOIO ¥ YTOJIOBHOTO BO3JEHCTBYSA IPH HapymEHHIX 060poTa

JICKapCTBEHHEBIX CPEACTB ¥ MEITHITHUHCKHX H3ICIAN.

11.2.3apaHus, BLIABJSKIIHE IPAKTAYECKYI0 OATOTOBKY ¢apManesTa
- OnpenenuTe IepedeHhb JOKYMEHTOB, HEOOXOMMMBIX TS JINIEH3NPOBAHUS (papMaleBTHIECKOH

JCATCIBbHOCTH.



- OmpefienuTe NEpeUYeHs TOKyMEHTOB, HEOOXOIMMEIX M JIMIICH3HPOBAHHA ACATEIBHOCTH B
chepe 06OpOTa HAPKOTHYECKHX CPEICTB, ICHXOTPOMHBIX BEMECTB M HX IPCKypCOpOB,
KyJIETHBHPOBAHIE HapKOCOAEPKAIINX PACTCHUH.

- Ompenenure (GopMy penentypHoro OnaHka Ui BBIIMCHIBAHMA —[PCANIOKCHHOIO
JNeKapCTBEHHOTO mpernapara. Ha3osuTe npasuiia 0QOPMIICHHS PELECITYPHOTO OnaHka.

- Tlposemure ¢QapMareBTHIECKY0 OKCIEPTH3y peIenTa BRMIMCAHHOrO JUI1  OTIyCKa
IPEUIOKSHHOTO JIEKApCTBEHHOTO TIpErapara.

- OCYIIECTBHTE PETHCTPAIWIO ONEPAIMH, CBA3aHHOH C OOpallleHMEM JIEKApCTBEHHBIX
TIperaparos.

- OHpelIeJH/ITG YCJIOBHUA XPpaHCHI IPEAJIONKECHHOTO JICKaAPCTBCHHOTO IIperapara.

11.3. IlpumepbI TECTOBBIX 3a/IAHHIA:

1. @apmayesmuyeckas cybemanyus — Smo:
a) JIeKapCTBEHHOE CpEeICTBO B  BHIC ONHOTO HIH  HECKOIbKHX o0agarormux

(hapMaKONOTHYECKOH aKTHBHOCTBIO NEHCTBYIOMMX BEIIECTB BHE 3aBHCHUMOCTH OT IIPHPOIBL
IPOMCXOXKIEHHS], KOTOpPOE IPEefHA3HAYCHO /Ul [POHM3BOACTBA, M3TOTOBJNCHHA JICKAPCTBCHHBIX
IPEAPATOB U ompeersieT HX 3QQeKTHBHOCTE

6) BelmecTBa HEOPTaHWYECKOrO FUIM OPraHWYECKOr0 MHPOMCXOXKIECHHUS, WCIONMB3YyeMBIC B
mporecce NPOM3BOACTBA, H3TOTOBICHHS JIEKAPCTBCHHBIX IIPENAparoB UL HPHIAHUA MM
HEOOXOIMMEIX (PU3MKO-XUMUIECKIX CBOMCTB

B) COCTOSHHE JEKapCTBEHHOTO IIpelapara, COOTBETCTBYIOLIEE CIOCO0aM €ro BBE/ICHHS H
IPEMEHEHHS M 06eCIeIHBAIOIIee JOCTHKEHHE HEOOXOMMMOTO neyeGHOTO 3hdexTa

r) JIeKApCTBEHHLIE MPEMaparThl, IPeHA3HAYCHHbIC HCKIIOUUTENBHO IS JAUATHOCTHKA HIA
IATOTCHETHUECKOTO JieUeHUs (JICYeHHs, HAIpABJEHHOrO Ha MEXAHH3M DPA3BUTHS 3a0O0NCBAHIL)
penkux (opdannsIxX) 3a60ICBaHUAIH;

I) TeKapCTBEHHBIE CPECTBA, KOTOPEIE CONEPIKAT B TOTOBOH I HCIIONE30BAHN ¢dbopme onuH
PAIHOHYKIIH]] FIIH HECKOIBKO PAIHOHYKIMIOB (PafAHOaKTHBHBIX H30TOIIOB).

2. Meoicdynapoonoe HenamenmosanHoe HaUMeHO6AaHUE TeKAPCMBEHHO20 cpedcmea — Smo:

a) HAMMCHOBaHWE JEHCTBYIONIEro  BemecTsa  (hapMaleBTHHCCKOU cyOcTaHIuH,
peKkoMeHoBaHHOe BeeMupHOH opranu3aiyel 3ApaBoOXpaHeHNS;

6) HauMEHOBaHHE JIEKapCTBEHHOIO CPEJICTBA, IPHCBOEHHOE €0 pa3pabOTIHKOM, JEPXKATEIEM
HJTH BIAIENBIEM PETUCTPALIMOHHOIO YIOCTOBEPEHHS IEKapCTBEHHOTO TIpenapara;

B) HAFMEHOBAHHME JIEKAPCTBEHHOTO TIPENapara Wil KOMOMHAIH JIEKAPCTBEHHBIX TIPEIaparos,
ACIIONE3yeMOe B MEAX OOBEIMHEHHA WX B IPYNIy IIOX EAMHBIM HAHMCHOBAHMEM HCXOIA H3
OIMHAKOBOI'O COCTaRa ACHCTBYIOIHUX BEINCCTB;

I) HaFMeHOBaHWE J[CMCTBYIOIIErO BEINECTBA, IIOCPENCTBOM CPABHCHHA C KOTOPBIMH
OCYIINECTBIAETCS KOHTPOJIb Ka9ecTBa UCCIENYEMBIX JICKAPCTBEHHBIX CPEACTB € IIOMOIIBIO busuko-
XUMUYECKAX H OHMOJOTHIECKIX METOJOB B IEJIAX IOATBEPIKACHHUS COOTBETCTBHS JICKAPCTBOHHBIX
cpecTB TpeOOBaHMAM HOPMATHBHON JTOKYMEHTALUK

1) HAHMEHOBaHHeE JIEHCTBYIOIEro BEMECTBa (apMaeBTHIeCKOH cyOCTaHIIUuH, YTBEPKACHHOES
YIIOHOMOYEHHBIM (he/iepaIbHEIM OPTaHOM HCIOIHUTEIEHON BIaCTH.



3. Obpawenue nexapcmeennbIx cpedCme He GraoYaem 6 cefs.
a) cepTHGHUKAIMIO JIEKAPCTBEHHBIX CPEJICTBR;

0) rocymnapCTBEHHYIO pETHCTPAIAIO JIEKAPCTBEHHBIX CPEJICTB;
B) KOHTPOJIb Ka9eCTBa JICKAPCTBEHHEBIX CPEIICTB;

T) BEIBO3 JIEKapPCTBEHHBIX cpecTB u3 Poccumiickoiit Denepartui;
) PEKJIaMy JIEKAPCTBEHHBIX CPEICTB.

4. anvcuguyuposannoe 1ekapcmeeHHoe cpeoCmeo — Smo.

a) IEKApCTBEHHOE CPENCTBO, COMPOBOXKIAEMOe JIOKHOM HHpopManuel o ero cocTase U (HIIH)
IIPOM3BOUTEIIE;

6) JieKapCTBEHHOE CPEeNCTBO, HE COOTBETCTBYIOINEE TPeOOBAHHMAM (DapMaKOIECHHOH CTaTbH
mu60 B cioydae ee OTCYTCTBHS TpeOOBaHUSIM HOPMATHBHOH JOKYMEHTAIUH HIH HOPMAaTHBHOIO
JIOKYMEHTa;

B) JIEKApPCTBEHHOE CPEACTBO, Haxomsdmeecs B 000OpOTE ¢ HAPYIIEHHEM TPaXKIaHCKOTO
3aKOHOJATENIbCTBA;

T') JIEKApPCTBEHHOE CPEICTBO HE3aPETUCTPHUPOBAHHOE B YCTAHOBIEHHOM IIOPSJIKE;

J) JIEKApCTBEHHOE CPEICTBO, MpH TNPHMEHEHHH KOTOPOTO BO3HHKIA HeNpelHaMepeHHas
HeOarompusITHas peakiius OpraHu3Ma

5. HeoobpoxauecmsenHoe N1eKapcmeeHHoe CPeOCmeo — Mo

a) JIEKapCTBEHHOE CPECTBO, HE COOTBETCTBYIOIIEE TPeOOBaHMM hapMaKkoIeHHOH cTaThH THO0
B CIIy4ae €€ OTCYTCTBHS TpeOOBaHUIM HOPMAaTHBHOH JOKYMEHTAIVH MM HOPMATHBHOTO JIOKYMEHTA,

0) JilekapCTBEHHOE CpEACTBO, IPH IIPUMEHEHWH KOTOPOIO BO3HHKJIA HENpeqHaAMEPCHHAS
HeOIaronpusTHas peaki[usl opraHu3mMa

B) JIEKAPCTBEHHOE CpPEACTBO, HaxXopsdmeecs B 00OpOTE € HapyIIEHHEM TIPAXKIAHCKOTO
3aKOHO/ATEIIbCTBA;

T') JIEKAPCTBEHHOE CPEICTBO HE3aPETUCTPHPOBAHHOE B YCTAHOBIEHHOM IIOPSIKE;

1) JIEKApCTBEHHOE CPEICTRBO, COMPOBOXKIAEMOe JIOKHOM HH(OpManuel o ero cocrase u (MiIH)
MIPOU3BOJIATEIIE;

6. Konmpaghaxmmuoe nexapcmeentoe cpeocmeo — 3mo:

a) JIEKApCTBEHHOE CpEACTBO, Haxomslleecs B 000pOTE € HapylIEHHEM TI'PaKIaHCKOTO
3aKOHO/ATENbCTBA;

) ekapCcTBEHHOE CPEICTBO HE3APETUCTPUPOBAHHOE B YCTAHOBIIEHHOM IIOPSIIKE;

B) JIEKAPCTBEHHOE CPEACTBO, COMPOBOXKIaeMOe JIOKHOM nH(OopManuei o ero cocTase H (UITH)
IIPOU3BOIUTEIE;

I) JIeKapCTBEHHOE CpENCTBO, NpH IIPHMEHEHHH KOTOPOTO BO3HHUKIIA HEMpeIHaMEepEeHHASA
HEOIAronpHsITHAS PEaKIUsI OpraHu3Ma;

I) JIEKapCTBEHHOE CPEICTBO, HE COOTBETCTBYIOIIeEe TpeOOBaHMAM (apMakONECHHOH CTaThH
mub0 B clIydae ee OTCYTCTBHS TPeOOBaHHSM HOPMATHBHOH NOKYMEHTAUWHM HIM HOPMATHBHOTO

AOKYMCHTA.

7. ©apmayesmuyeckas 0esmenbHOCHb

a) MOUIeKUT 00s3aTeTEHOMY JIMIICH3HPOBAHHUIO;

0) BXOAHXT B epedeHb paboT U YCIyT 0 Hadalle OCYINECTRICHU] KOTOPHIX FOPUAMICCKUM JTUIIOM
WJTH HHIABHY AJIbHBIM [IPEAIIPHHIMATENEM IIPEICTABIIACTCA YBEIOMIICHHE,



B) BXOZHT B IIepedeHb paboT U YCIIyT O Hadalle OCYIIECTBICHUS KOTOPBIX IOPUINIECKIM JIHIIOM
WIH WHIWBHIYAJIBPHBIM [peNIPHHAMATENIEM IIPEACTaBIIeTCS pa3pelleHne, BBIIAHHOE OPraHOM
WCHONHUTENRHON BracTu cyObekra PO B cdepe oxpaHb! 310pOBbS;

I') OJJIEXKHUT 00s3aTeNbHON CepTHQHUKAITIH

1) TIOJIEKHUT 00s3aTeNbHOM CTaH apTH3allUH.

8. Jluyensus na ocyujecmsnenue Gapmayesmuieckol 0esmenbHOCmU nPedoCmasniemcs.
a) IOPUAMIESCKIM JIHIIaM UM HHAWBAYAIbHBIM IIPEAIPHHAMATEILIM

6) @HSH‘ICCK_I/IM JanaM, B TOM 4Y1CI€ HHIHBHAYAIbHbIM ITPECAIIPHHAMATCIAM, U FOPHINICCKUM
JIAaM, OCYIECTBILAOIINM ACATCIILHOCTE ITPH O6paII[eHI/II/I JICKaGpPCTBCHHBIX CPELACTB
B) OPraHM3aIugIM, OCYINECCTBILTIOMNAM IPOU3BOACTBO JIEKAPCTBEHHBIX CPCACTB

r) (apMareBTHYECKHM W METUIHHCKUM pPaboTHHKAM (OCYIIECTBISIOIUM JEATENBHOCTL B
CENLCKHUX HACENIEHHBIX MYHKTAX, B KOTOPBIX OTCYTCTBYIOT alNTEYHBIE OpPraHU3aIliy)

I[) OpranusanysaMm OIITOBO# TOPIOBJIM JICKGPCTBEHHBIMU CPENCTBAMHA AU aOTCYHBIM
Opranus3amnysaM.

9. Omnyck Jlexapcmeentvlx Npenapamos OCYWeCcmeNsiemcs NpU HAIUYUY JIUYEeH3UU Ha
ocyujecmenerue:

a) hapMarneBTHIecKoH AeSTeIbHOCTH;

6) IEATENLHOCTH 0 0OpaleHUIO JIEKAPCTBEHHBIX CPEACTB;

B) MEJTHIMHCKON NESITeTbHOCTH;

T) IEATSITBFHOCTH 110 IPOU3BOICTRY JIEKAPCTBEHHBIX CPEZCTB;

I) OeATENbHOCTE TO 00OpOTY HapKOTHYECKHX CPE/CTB, IICHXOTPOIHBIX BEIIECTB M HX
[IPEKYPCOPOB, KYJIETHBAPOBAHHIO HAPKOCOAEPKAIUX PACTECHHH

10. Omnyck Hapkomuyeckux u NCUXOMpPONHBIX JIEKAPCMEEHHBIX CDEOCTNE OCYULeCMBNALMCS NPU
HAMuYUY IUYeH3UU Ha OCYUecmeienue.

a) IEATENBHOCTh [0 000pOTy HApKOTHYECKHX CPEICTB, ICHXOTPOIIHBIX BEIICCTB H HX
HPEKYPCOPOB, KyJIETHBUPOBAHMIO HAPKOCOAEPKAIUX PACTCHUH;

6) dbapManeBTHIeCKOR 1eATETFHOCTH;

B) JeATEIBHOCTH 110 0OPAIICHIIO HAPKOTHUECKHUX U IICHXOTPOIHEIX JIEKAPCTBEHHBIX CPEACTB;

T') MEIUTTMHCKOH e TEeNEHOCTH;

1) IEeATSILHOCTH TI0 IPOM3BOJICTBY JIEKAPCTBEHHBIX CPEICTB,;

11. TocyoapcmeenHol pecucmpayuy nOOeNCam.:

a) Bce JIEKapCTBEHHBIE MIPeNaparThl, BIIEPBbIe MOIeKAIIHe BBOY B oOpamuenne B Poccnitckoi
Odepepanuy;

6)  JeKapCTBEHHBIe  Iperaparbl,  H3TOTOBJICHHBIE  ANTEYHBIMH  OpPTaHHU3AIHIMHU,
HHAUBUNYAIGHEIMA PEAIPUHAMATENIIME, KOTOPHIE HMEIOT JHIEH3MIO Ha (hapMaleBTHYCCKYIO
IeATENLHOCTh, 10 PEIENTaM Ha JIeKApCTBEHHBIE IIpemaparbl M TPeOOBaHUSM MEIHLHHCKAX
Opra"uzarui;

B) JIEKapCTBEHHBIC Iperaparbl, BBO3MMBIE B Poccmiickyro ®enepanuro Ui OKa3aHNA
METUITMHCKOHA TIOMOIOY IT0 JKM3HEHHBIM IIOKa3aHUSM KOHKPETHOIO IalleHTa Ha OCHOBaHUU
paspelIeHH s, BLIIAHHOTO YIOITHOMOYEHHEIM (efiepabHEIM OPraHOM UCIIOIHUTENBHON BIIACTH;

r) hapManeBTHUECKHe CyOCTaHIINH;



1) paaroQapMarieBTHIeCKHE JIEKAPCTBEHHEIE IPEaparhl, I3TOTOBICHHBIC HEIIOCPEACTBEHHO B
MEIUITTHCKHX OPTaHA3ANMAX B OPAIKE, YCTaHOBIEHHOM YTIOJIHOMOYEHHBIM (benepanbHBIM OPraHOM
HCIONHUATENLHOMN BIACTH;

12. I'ocyoapcmeenno pecucmpayuu ROOLEHCam.

a) JIEKapCTBEHHbIE Mperaparsl, 3aperHCTPUPOBAaHHEIE paHee, HO NPOM3BEACHHBIC B JIPYTHX
JIEKApCTBEHHEIX HOPMAaxX B COOTBETCTBHH ¢ IIEpedHeM HAUMEHOBaHH JIeKapPCTBEHHEIX ()OPM, B HOBO#M
IO3MPOBKE IIPH IOKA3ATENBCTRE €€ KIMNHUIECKOH 3HAYMMOCTH B 3D (QEKTUBHOCTH;

6) JIeKapcTBEHHBIE [TperapaThl, H3TOTOBICHHbIE aTEYHEIMHA OPraHM3allisIMH, BeTepHHAPHBIMH
aNTEYHLIMHA OPTaHU3AIUSAMH, HHAMBIIY ATbHBIMH IIPEAIPUHAMATEISIMHE, KOTOPBIC HMEIOT JTUICH3HIO
Ha GapMaIeBTHIECKYIO JeATEBHOCTD, IO PEeleNTaM Ha JIeKapCTBEHHbIE IPENaparhl i TPeOOBa UM
MEIUIMHCKUX OPTaHA3aIlii, BETEPHHAPHBIX OpTraHU3aIluH;

B) JIEKApCTBEHHBIC IIpEmaparbl, OTINYAlOmMuecs APYr OT Apyra KaYeCTBCHHBIM COCTAaBOM
JIEHCTBYIOIINX BEIECTB, 10/l OAXWHAKOBBIM TOPIOBEIM HAUMCHOBaHHEM;

r) hapmaieBTHIeCKUe CyOCTaHIUMN;

1) IeKapCTBEHHBIC IIPEaparhl, IPOM3BOIUMEIE IS 9KCIIOPTa,

13. T'ocydapcmeennoti pecucmpayuy nOOLEHCAMN.

) HOBBIE KOMOWHAIIMH 3apETHCTPUPOBAHHEIX PAHEe JICKAPCTBEHHBIX IIPENIapaToB;

6) JeKapcTBEHHBIE IIpenaparhl, U3TOTOBICHHEIE aTEYHBIMH OPraHH3aluIMH, BETCPHHAPHLIME
aNTeYHBEIMH OPraHU3aMIMHI, HHAXBATY AIbHBIMH IIPEANPUHAMATESIIIMY, KOTOPBIC HMEIOT JTHIICH3HIO
Ha (hapMalEBTHUECKYTO e TENLHOCTD, [0 PELCIITaM Ha JIeKapCTBEHHBIE MPENApaThl i TPeOOBaHMAM
MEIUIUHCKHAX OpraHu3aiiii, BETCpHHAPHBIX OpraHU3alui;

B) JIEKApCTBEHHBIE IIperapaThl, OTIMYAIOMMECS OPYT OT Opyra KadeCTBCHHBIM COCTABOM
JEWCTBYIOIMKX BEIIECTB, 0] OMHHAKOBBIM TOPTOBEIM HAMMEHOBaHHEM;

r) apMareBTHIECKHE CyOCTaHIkH,

1) JIeKapCTBEHHEIE IIPENapaThl, IPOU3BOMUMEIE JUIsl OKCIIOPTa;

14. K suoam anmeyHulx 0p2anu3ayuti He OMHOCUMCS.
a) anTeka JeIeOHO-NPOQHUIAKTHIECKOTO YIPSIKACHNU.
6) anTexa roTOBBIX JISKAPCTBEHHBIX (HOPM;

B) arrTeKa NpoM3BOACTBEHHAS,

T') alTEYHbIA ITYHKT;

) alTEIHBI KHOCK.

15. Omnyck umMMYHOOUONOZUYECKUX — JeKAPCMBEHHIX — Npenapamog no  peyenmam
OCYUWeCmeNAemca.

a) alITeKaMH ¥ alTEeYHBIMH ITyHKTaMH;

0) anTeKaMH, anTeIHBIMY ITyHKTAMH M alITEYHBIMHA KAOCKaMU;

B) alTeKaMH, alTEYHBIME ITyHKTaMHA U HHIUBHIY ATbHBIMH TIPSIIPHHAMATCIIMH;

I) anTeKaMH, anTeYHbIMM IIyHKTaMH, aNTeYHbIMH KHOCKAaMH H HHAUBHIYaTbHBIMH
OpeATNPUHAMATEIIMY;

1) anTeKaM¥ ¥ WHAUBKAYATbHBIMH [IPEAIPHHIMATEISIMH.

16. Omnyck nexapcmeenHeix npenapamos 6e3 peyenmos 0Cyuecmeniemcs:



a) amnTeKaM¥, aNTeYHBIMH ITyHKTaMM, aNTCYHBIMH KHOCKAMH M HHIVMBHUIYAJIBLHBIMH
IPEIIPUHHAMATEISIMH;

6) anTekamu, aNTEIHBIMHU ITYHKTaMH ¥ WHUBUIY JIEHBIMU IpeAIPHHAMATEIIAMH;

B)alTeKaMH, allTeYHBIMHU ITyHKTAMH ¥ allTEYHBIMU KHOCKaMH;

I') anTeKaM¥ U allTeYHBIMH ITyHKTaMH;

1) anTeKaMy W WHIUBHAYaJbHEIMH IPESIIIPHHAMATEIIMH.

17. Omnycx nexapcmeenuvlx npenapamos (3a UCKII0YeHueM OMNYCKA HApKOMUYECKUx cpeocms
U NCUXOPONHBLX BEUfeCME) NO PeYEenmam OCYUWeCmENAemecs.

a) alTeKaMy, aTeYHBIMY ITYHKTaMH W WHIUBUTY AJIbHBIMH [IPEITIPUHUMATEIIMH,

0) amTeKkaMW, anTeYHBIMH ITyHKTaMHM, aNTeYHBIMM KHOCKAMH H MHIMBHIYaIbHBIMH
HIpeIIpAHAMATEISIMY;

B) aNTEKaM¥, allTeYHBIMH ITyHKTaMH ¥ alTeUHBIMH KHOCKAMHU;

I') alTeKaMH U alTeYHBIMU ITyHKTaMH;

1) al'TeKaMH{ ¥ HHAWBUIY ATbHBIMH IIPEIIIPHHAMATEIIMH.

18. Omnyck napxomuyeckux u NCUXOMpPONHBIX JIeKAPCMBEHHbIX NPenapamos no peyenmam
ocyujecmenaemcs

a) anTeKaM¥ M aNTeYHBIMH ITyHKTAMH, HMEIOIUMHU JIMIEH3UIO Ha JIETeNLHOCTE 0 0060poTy
HAPKOTHYECKUX CPEJCTB, ICHXOTPOIHBIX BEMECTB M MX IIPEKYPCOPOB, KYJIBETHBHPOBAHHIO
HapKOCOIepKallliX pacTeHui;

6) anTeKaMy ¥ alTTeYHBIMHU ITyHKTaMH X HHIAWBHTYy AJIbHBIMH IPEANPHHAMATEIIMH, HMCIOIIAMHA
JTHIEH3UIO Ha AEATeNIbHOCTh 10 000pOTy HapKOTHUECKHX CPEACTB, IICHXOTPONHLIX BEIIECTB M HX
IIPEKYPCOPOB, KYITETHBUPOBAHHIO HAPKOCOIEPIKAIIUX PACTCHHH;

B) (apMareBTHYCCKUMH OpraHu3alisIMH ¥ HHIUBHAYAILHBIMH [PEIIPHHHAMATENSIMH,
HMEIOIMAMH JIMOEH3HI0 Ha JEeITeNIbHOCTh 10 000pOTy HAPKOTHYECKHX CPEICTB, MCHXOTPOIHBIX
BEIIECTB U HX IPEKyPCOPOB, KYJETHBUPOBAHUIO HAPKOCOACPKAIMX PACTCHHH;

r) ¢apManeBTHUECKMMH W MEIULMHCKAMH OpraHM3alldaMK, HUMEIOMMMH JIALCH3NIO Ha
¢dapManeBTUIECKYIO NEATENBHOCTD;

n)  (dapManeBTHYCCKUMH, MEAWIWHCKAMH  OpraHu3alMsAMH W HHIWBHIYAJIbHBIMH
TpeIpAHAMATEISIME, UMEIOIAME JIAICH3WIO Ha Ha JesITeNFHOCTh 10 000pOTy HAapKOTHYESCKUX
CPE/CTB, TICHXOTPOIHBIX BEINECTB H HX HIPEKypPCOPOB, KYJIETHBHPOBAHHIO HapPKOCOIEPXKAIIUX
pacTeHuH.

19. Anmeunvie opeanuzayuy, UHOUBUOYANLbHYIE NPEONPUHUMATNENY, UMEIOUUe NTUYEH3UIO HA
Qapmayeemuieckyio OesmenbHOCmy, HApAoy C NeKApCMEEHHbIMU NPenapamamu umeom npaeo
npuobpemams U NPoOaBaAmMs 6C€ HUIICENePEHUCTIEHHOU KPOME:

a) MEIMIIMHCKUE U3NETHS;

6) ne3nHUIHPYIOINE CPEACTBA;

B) IPEIMETHI ¥ CPEJCTBA TNYHON THTHEHBI;

') MAEHEpaJIbHEIE BOJIBI;

1) TPOAYKTHI TATAHHUS.

20. Hzzomoenenue  JIeKAPCMBEHHBIX  MPENApAmos  OCYWECMENAemCs — anmeuHbIMU
Op2AHU3AYUAMY, UHOUSUOYATHBIMU NPEONPUHUMAMENAMU, UMETOUWUMU IUYEH3UIO HA!
a) (hapMareBTHICCKYIO IESTEIHHOCTD;



0) IeATeTFHOCTH [0 0OPaIEHHUIO JIEKapCTBEHHBIX CPENICTB;

B) MEAUIIMHCKOH JIEATEIBHOCTH,

) IOeATEeNbHOCTh MO 0GOPOTY HApKOTHHYECKHX CPEACTB, IICHXOTPONHBIX BEIISCTB H MX
IIPEKYPCOPOB, KyJIBTHBUPOBAHUIO HAPKOCOACPKAIIHX pacTeHu;

) IeITEIBHOCTH 110 IPOU3BOCTBY JIEKAPCTBEHHBIX CPENICTB

21. Opeanusayuu 0nmogoti mop2o6ny NeKapCMEEHHbLMU CPEOCMEAMU ONA MEOUYUHCKO20
NpUMEHEHUS MO2YM OCYWeCMBIIAMb HPOOAdICY LeKAPCTMBEHHBIX CPEOCINE 6CEM HUMCENEPEUCTEHHbIM
JIUYAM, 30 UCKTITOYEHUEM.

a) OpraHmU3al¥ii OITOBOM TOPTOBIHM JIEKAPCTBEHHBIMU CPENCTBAMY,

6) anTeYHBIX OpraHU3allHi;

B) HAy9HO-HCCJIE/IOBATENLCKAX OPraHM3aui A Hay THO-UCCIICA0BATEIBCKOR paboTsI;

I') MEIUITAHCKIX OpraHu3alui

1) WMHIMBHIYATGHBIX TpeNpAHAMATENCH, MMEIOIMX JHUIEHSHIO Ha (apMareBTHICCKYIO
JeSITeTbHOCTD FUTH JIUIEH3HIO Ha AeATEIBHOCTD 110 000pOTY HAPKOTHYCCKUX CPEACTB, IICHXOTPOTHBIX
BEIIECTB U UX IIPEKyPCOPOB, Ky IHTHBUPOBAHMIO HAPKOCOAEPIKAIIMX PACTCHAH.

22. Anmeunvie opzaHu3ayuy, UHOUBUOYANbHBIE NPEONPUHUMAMENY, UMEIOujUe TUYEH3UIO Ha
dapmayesmuueckyio desmenvrocmy, 06A3anbL 0becnewueamv ymeepaicoennulil IIpasumenscmeom
Poccuiticrkoti @edepayuu.

4) MHHHMAJIBHEIH ACCOPTMMEHT JICKAPCTBEHHEIX IIPENaparoB, HEOOXONMMBIX IV OKa3aHWA
MEIHIIHCKON ITOMOIIH;

6) IepedeHb JKU3HEHHO HEOOXOAMMBIX W BaHEHINHX JIEKapCTBEHHBIX IIpENaparoB UIst
MEIHIIMHCKOTO TPUMCHEHHS,

B) HepeYeHb JIEKAPCTBEHHBIX IIPEIaparoB JUI MEIMIMHCKOTO NPHMCHEHHS, B TOM HHCIC
JIEKApPCTBEHHEBIX IIpENaparoB Ui MEIMIMHCKOTO NPHUMCHEHHS, HA3HAYaCMbIX TI0 DCMICHHIO
BpadeOHBIX KOMHUCCHI MEMIMHCKAX OpPraHu3aliii;

I) mepedeHb MEIUIMHCKIX H3IeITHH, MMIUIAHTHPYEMBIX B OPraHU3M 9e€I0BEKa [P OKa3aHHH
MEIUIIMHCKOM MOMOIIM B PaMKaX IIPOrpaMMBI TOCYapCTBEHHEIX TapaHThi OECIIaTHOTO OKa3aHUs
rpakJaaHaM MeIUITHHCKOH OMOIIH,

) TlepedeHb MENUINUHCKAX M3IENHH, OTIYCKAEMbIX II0 PENeNTaM Ha MEIUINHCKHIC H3ICTH
[IPH IIPENOCTaBICHHH Habopa COMMABbHBIX YCIIYT.

23. H3comoenenue NeKapCmeennblx npenapamos anmeunblMu Opeanu3ayuamuy, umerouumu
JIUYEH3UI0 HA (PapMayesmuieckyio 0eameNbHOCHb, 0CYUeCMEnaemcs no:

a) TpeOOBaHMSM MEIUIIMHCKAX OPraHU3aluy,

6) TpeGOBaHHUIM aNTeUHBIX OPraHU3aIH,

B) TpeGOBaHHUSIM OpTaHH3allui ONITOBOX TOPTOBIIH,

r) TpeOOBAHHUSIM TTPOU3BOAUTEILA JIEKAPCTBEHHBIX CPEICTB

n) TpeGOBaHMAM WHIWBHIYalTbHBIX IPEANPHHUMATENCH, HMEIOMMX JIMICH3MIO HA
dapMaleBTHIECKYIO AEATENBHOCTD

24. Pezucmpayus onepayuti, C6A3GHHBIX C 00paujeHuem JNeKaApCMEEHHbIX cpeocms,
noONedHCauUX NPeOMEMHO-KONUYECBEHHOMY YUeny, OCYWEeCHENIAemCa 6 CNeYUanbHelx JICypHALax
yuema 6cem HUdICenepe UCieHHbIM TUYam, 30 UCKIIOYEHUEM. '

a) MPOU3BOUTEIIEH JIEKAPCTBECHHBIX CPE/ICTB;



6) opranusanyit OnNTOBOH TOPTOBIM JIEKAPCTBEHHBIMH CPE/CTBAMY,;

B) AITEYHBIX OPTaHA3AINI, IMEIOIMMH THIEHSHIO Ha HapMaIeBTHIECKYIO JeATCIBHOCTD;

I') MHAMBA/YAIGHEIMH NIPEJNPAHAMATEIIMY, IMEIOIAMY JIMICH3NIO Ha (hapMaIeBTUIECKY 0
eI TETBHOCTE;

X) OpraHu3aIuel, OCYIEeCTBIMOMEN YHUITOXKEHHE JIEKAPCTBEHHBIX CPE/ICTB.

25. IIpedenvuvle pasmepol ONMOBLIX HAOOABOK U NPEOeNbHbLE PASMEPLL POSHUYHBIX Ha0ba6ox K
(hakmuyeckum  OMNYCKHLIM — YeHAM,  YCMAHOGNIEHHbIM NPOU3BOOUMENAMYU  IeKAPCMBEHHBIX
npenapamos, Ha JeKapCMEeHHbe NPenapamel, BKII0UEHHbLE 8 Nepeterb JICUSHERHO Heobx00uUMbLX U
BAICHETUAUX JIEKAPCMBEHHBIX NPENAPAMOo8, YCMAaHA6IUBAIOMCL!

a) denepanbHO aHTHMOHOIIONBHOH CIy)KO0H;

6) MEHECTEpCTBOM 31paBooxpaHeHns Poccuiickoit Desieparu;

B) PezepabHON CiTyxG0i 110 Han3opy B chepe 3ApaBOOXPAHEHHA;

r) Oprass! HCHIONHHUTENIEHOM BIACTH CyOheKTOB POCCHHACKOH denepanyn;

1) OprasamMy MECTHOI'O CaMOyTIPaBICHUA

26. Opeanusayuu, 3aHuMalowuecs paspabomkol, npoussoocmeom u (uny) peanuzayuei
NeKaPCMEEHHbIX NPERapamos 05 MeOUYUHCKO20 NPUMEHEHUs 8npase.

a) 3aKIIOYaTh COIVAINEHWS O HA3HAYEHWH WM PEKOMEH[AlWM NAlUCHTaM JICKApCTBEHHBIX
IIperapaToB JUIs MEIMIMHCKOTO TpPHMEHEHMs (32 MCKIIOUECHHEM [O0roBopoB O MPOBEICHHH
KJIMHIYECKIX MCCITEOBAHNH JIEKApCTREHHBIX TIPETIAPATOB UL MEIMIMHCKOTO IPHMEHEHNA);

6) IPeIoCTaBIATh OOpasIlsl IEKAPCTBEHHbIX [PENapaToB ULl MEJUIAHCKOTO IIPUMCHCHAS B
IEIIX BpydeHus TAlUeHTaM (33 HCKITIOYEHNEeM CITydacB, CBA3aHHbIX C IIPOBEICHACM KIIMHIYCCKHIX
FICCIIeTOBAHNMN JIEKAPCTBEHHBIX IPETNAPATOB UL MEIHIMHCKOTO TPHMEHCHHS);

B) IIPEHOCTABNIATH HEAOCTOBEPHYIO M (WIHM) HEMONHYIO HH(GOPMALIHIO O JIEKAPCTBEHHBIX
npernaparax s MEIHUIHECKOTO IPUMEHCHHUS;

r) 06y X/IaTh K BEIIKCHIBAHHIO JIEKAPCTBEHHBIX [IPENapaToB Ui MEUIUHCKOTO TIPHMEHCHI
Ha GaHKaX, COTEpPKAIUX HHHOPMAIIHIO PEKIIAMHOTO XapaKTepa, a TAKKe Ha PEHENITy PHBIX OnaHKax,
Ha KOTOPHIX 3apaHee HAIEYaTaHO HaHMEHOBaHHE JICKapCTBEHHOTO Ipernapara JULT MEIUIUHCKOTO
MIPUMEHEHHA.

X) BHOCHTH MH(OPMAIHIO O JIEKAPCTBEHHBIX IIpenaparax IS MEJUIHHCKOTO IPUMCHEHIA B
CHCTEMY MOHHTODHHIA {BIXKEHHSA JIEKAPCTBEHHbIX [IPETIapaToB IS MEIUIMHCKOTO MPUMEHCHH.

27 Hsz0moenenue anmeunviMu OpeaHU3aYUIMY, UHOUBUOYATbHLIMYU NPEONPUHUMAMENIMU,
UMEIOWUMY TUYEH3UI0 HA (HapmMayesmuyeckyio OesmenyHOCHb, AEeKAPCMEEHHbIX Npenapamos,
3apezucmpuposannblx 8 Poccutickoti @edepayuu:

a) He JOIyCKaeTCd,

6) IOIyCKaeTCs 10 TpPeGOBAHMIM MEIMIIHHCKHX OpraHu3alui;

B) JOIyCKaeTCs 0 TPeGOBAHKAM OPTaHA3AIUH OIITOBOH TOPIOBIIY;

I') IOITyCKAeTCsl O TpeOOBAHUAM IPOU3BOANTEIA IEKAPCTBEHHBIX CPE/ICTB;

I) IOIyCKaeTcs IO TpeGOBaHWAM HayTHO-HCCIIEN0BATEIBCKHIX opraHu3anEi g HayIHO-
HCCIIEI0BATEIHCKON pabOTHL.

28. IIpodasica Ganbcu@uyupoeantvlx NeKapCmeeHHbIX cpedcms, He00OPOKa4eCMmBEeHHbIX
NeKAPCMEEHHBIX CPEOCHE, KOHMPADAKMHBLY JeKAPCMBEEHHBIX cpeocms:
a) 3amperacTes.



6) HOIyCKaeTCs 10 TPeOOBAHUAM MEJIUIUHCKUX OpPraHU3alii, B OTHOIICHUH JIEKAPCTBEHHBIX
IpenaparToB, BBOSHMEIX B Poccuiickyro deepandio A OKA3aHHWsA MEIWIHHCKOM IOMOIM IO
JKU3HEGHHBIM IIOKAa3aHMSIM KOHKPETHOTO IallMeHTa Ha OCHOBAaHWM pa3pelICHHsd, BBIIAHHOTO
YIIONTHOMOUYEHHBIM (heiepabHBIM OpTaHOM MCIIOJHUTEIBHON BIIACTH;

B) JOIycKaeTcs IO TpeOOBaHUSAM OpraHW3alldii ONTOBOW TOPrOBIHM, B OTHOHICHHH
JIEKApCTBEHHBIX IIPENaparoB, IPOU3BOIAMBIX JIUIS OKCIIOPTa;

I) JIOIyCKAeTCS B OTHOINEHHH JIEKAPCTBEHHBIX IPEapaToB, IPHOGPETEHHBIX (QH3HICCKAMH
nuIamu 3a upepenamu Poccutickodt @enepanuw;,

I) FOmyckaeTcs MO TpeGOBaHWSIM HaydHO-HCCIENOBATENbCKMX OpraHM3alliid Iy Hay4qHO-

HCCIIEA0BATENBCKOM paboTHL

29. JTuyensuposanue OesmenbHOCHY HNO NPOU3BOOCMEY JleKAPCMEEHHbIX CPeOCcme Ond
MeOUYUHCKO20 NPUMEHEHUS OCYUeCmeisiem

a) MEHHCTEPCTBO MPOMBIILIEHHOCTH B TOproBix Poccuiickodt Denepanin

6) ®emeparnbHas aHTHMOHOIIONIBHAS CITyXk0a;

B) MununcrepcTBo 3apaBooxpanenus Poccutickoit @enepanni;,

r) ®enepanbras ciyxba o Han3opy B cdepe 30paBOOXPAHCHHS;

1) Opras HCIONHUTEILHON BlacTh cyosekToB Poccuiickoi Deneparu;

30. Jluyensuposanue @Gapmayesmuueckol OeameNvHOCmy 6 OMHOWEHUY Op2anusayui
0NMOB0Ti MOP20BIU IEKAPCMBEHHBIMU CPEOCMEAMU OISl MEOUYUHCKO20 NPUMEHEHUS OCYUjecmeniem

a) MEHHCTEPCTBO [TPOMEBIILIEHHOCTH U TOproBim Pocculickoi Meneparin

6) @enepaibHas aHTHMOHOIIONBHAS CITyk0a;

B) MuHucTEpCTBO 3/paBooxpaneHus Poceniickon Peneparum;

r) @enepansHas ciryxba o Hafzopy B cdepe 371paBoOXpaHeHu,

1) Opran KCIIOHUTENBHOM BacTH cyObekToB Poccuiickoit Denepanun;

31, Jluyensuposanue ¢hapmayesmuyeckol OeAmenvHocmu 6 OMHOWEHUU aNmeyHblx
opeanusayutl,  NOOEEOOMCMEEHHLIX — (EOEPUILHLIM — OP2AHAM — UCHONHUMENbHOU  6ACMU,
ocyujecmesiem:

a) MEHHCTEpCTBO IPOMBIILIEHHOCTH K TOProsiu Poccuiickoit Oexepannu
denepanbHas ciryx0a 1o Hax3opy B chepe 3ApaBOOXpPaHCHHUS

6) @enepabHas aHTUMOHOIIOJIBHAS CITyk0a;

B) MunucrepeTBo 3apaBooxpaneHus Poceniickol @enepanu;

r) enepanbHas cryxba 1o Hafzopy B chepe 3ApaBoOXpaHeHHS;

1) Opras HCIOJHKUTENBHOM BIacTH cyosekToB Poccuiickol Denepariuy;

32. JTuyensuposanue (papmayesmuieckoli 0esmenbHoCmy 6 OMHOUEHUU UHOUGUOYANbHbLX
npednpunumamenetl (3 UCKIOUEHUEM OCYUECTBLENUS IUYEHZUOHHO020 KOHMPONS), OCyu ecmeniem.

a) MEHHECTEpPCTBO IPOMBIILIEHHOCTH U TOproeu Poccuiickoit Qepepanun
denepasbHas ciyk0a 110 Han3opy B chepe 31paBoOXpaHeHHs

6) ®enepanbHas aHTAMOHOIIONBbHAS CITyk0a;

B) MunmcTepcTBO 31paBooxpanenus Poceuiickon Oenepanuu;

r) ®enepansHas ciryx0a 10 Haa3opy B cepe 30paBOOXpaHCHHUS,

x) Opras HCIOMHUTEIBHOM BIacTk cyosekToB Poccniickolt Denepariu;

33. Jluyensuposanue papmayesmuyeckou OesmenvHOCMU 6 OMHOUCHUU anmeyHblx
opeanusayuii, He N0O6EOOMCMEEHNBIX (hedepanbHLIM 0p2aHaM UCNONIHUMENLHOU  61ACmy, (3a
UCKTIOYEHUEeM OCYUeCMEAEeHYs TUYEH3UOHHO20 KOHMPOJIA), OCYUlecmeniem:



a) MUHUCTEpPCTBO POMBIIIICHHOCTH X TOPrOBITA Poccuiickoit @enepanuu
denepanbHas ciiyx0a 10 Haa30py B chepe 31paBoOXPaHEHHS

6) denepanbHas aHTHMOHOIONBHAS CITyXK06a; -

B) MEHHECTEPCTBO 3/[paBOOXpaHEHks PocCHHCKOH Oepnepanyy,

r) ®enepanbHas ciryx0a 1o HaA30py B chepe 31paBOOXpaHeHHUs;

1) Opras HCHONHATEIBHOI BIacTH cyOhexToB PoccuickoH denepanuy;

34. Jluyensuonnwiii KOHmMponb 3d PApMayeeMuUdecKol OesmenbHOCmplo (3a uckaroveHuem
JUYEH3UAMOE, NPeOCmagUeUIUX 3as61eHUs 0 hepeoPhopmieHUU JIUYeH3UTl), 8KII0OYas Peanu3ayuio
NONHOMOYUTI MO NPUOCMAHOGILEHUIO, B0300HOGLEHUIO OCUCMEUL U AHHYIUPOSAHUIO - JIUYEeH3U,
ocyuecmensem.

a) MuH#CTEpCTBO IPOMEILIIEHHOCTH ¥ TOPTOBIIH Poccuiickoit Qenepanuu
denepanbHas ciryx0a o Han3opy B chepe 31paBoOXpaHCHU

6) ®enepanbHas aHTHMOHOIOMBHAS CIyX0a;

B) MuHHCTEpCTBO 31paBooxpanenus Poccuiickoit Denepanuy;

r) ®enepanbHas ciyx0a 10 HAA30py B chepe 31paBOOXPaHCHHUS;

1) OpraH HCTIONHATEIBHO! BIACTH CyOHEKTOB Poccuiickoit @enepaiau,

35. T'ocydapcmeennviii KOHMpOny (HAO30p) 6 cihepe obpauyenus NeKAPCMEEHHBIX CPeOCms
ocyujecmensaen.

a) MEHHCTEpPCTBO TPOMBIIIEHHOCTH U TOPTOBIIH Poccuiickoit Denepanuu
denepanbHas cinyx6a [0 Han3opy B cdhepe 3ApaBOOXPaHCHIL

6) ®enepanbpHas aHTHMOHOIIONBHAA CITyK0a;

B) MEHEHCTEpCTBO 3/[paBOOXpaHeHHs PoccHickoH Oenepanuy;

r) @enepansHas ciiyx0a 10 HaA30py B chepe 31paBOOXpaHCHHUS;

1) OpraH WCIIOJIHATEIBHON BIaCTH CyOBEKTOB Poccmiickoit Oenepanun,

MNMpasuU/bHblE OTBETbI

1-A 6-A 11-A 16-A 21-4 26-0 31-T
2-A 7-A 12-A 17-A 22-A 27-A 32-1
3-A 8-A 13-A 18-A 23-A 28-A 33-4
4-A 9-A 14-A 19-4 24-A 29-A 34-T
5-A 10-A 15-A 20-A 25-T 30-T 35-T
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